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Chapter Phar 7
PHARMACY PRACTICE

Phar7.01 Minimum procedures for compounding and dispensing. Phar 7.065 Answering machines in pharmacies.

Phar 7.02 Prescription label; name of drug or drug product dispensed. Phar 7.07 Medication profile record system.

Phar 7.03 Prescription renewal limitations. Phar 7.08 Prescription orders transmitted electronically

Phar 7.04 Return or exchange of health items. Phar 7.09 Automated dispensing systems.

Phar 7.05 Prescription records. Phar 7.10 Administration of drug products and devices other than vaccines.
Phar 7.01 Minimum procedures for compounding pensingactivities aglescribed in sub. (1) (c), except a higher ratio

and dispensing. (1) Except as provided in suf@), a pharma may be authorized by the board upon request to and approval by
cist or pharmacist—intern who compounds or dispenses accordingboard of a specific plan describitige manner in which addi
to a prescription order shall follow the procedures describedtional interns or non—-pharmacists shall be supervised.
this rule and other applicable procedurdie pharmacist or  (4) A system for compounding and dispensing not in cenfor
pharmacist-interras directed and superviség a pharmacist mancewith subs. (1) to (3) may be used if reviewed and approved
shall: by the board.

(a) Receive electronic or oral prescription orders of a pref)i—(i_isttor))/: é:r' _R(tegizterJaPuleggP?\la, r\i%.saésg, élfzéi_as;a?l]i(? Sntr_o.z, (Jd) and

H H i Tt intro.), RegisterAugust, , No. ,feb-1-91; am. (1je), RegisterJany
scriber, review all original and renewal prescription orders(my’ 1996, No_%m’ efzg-1-96; am. () @), (&), (0 (o). (3) and@) (gm)' Regis
whether electronic, written or oral, and determine therapeuttg;, December1998, No. 516, &f1-1-99;am. (1) (a), RegisteNovembey 1999,
compatibility and legality of the prescriptioorder The review No.527, ef. 12-1-99.
shallinclude, when indicatedr appropriate, consultation with the _
prescriber. Phar 7.02  Prescription label; name of drug or drug

(b) Readand interpret a prescriberdirections for use for the Product dispensed. No prescription drug may kdispensed

purposeof accurately transferring the instructions to the prescrignless the prescription label discloses the brand namd
tion label. trength,or the generic name, strength, and manufacturer or dis

ributor of the drug or drug product dispensed unless the prescrib

(c) Select, compoundnix, combine, measure, count andy,, oo ctitionerrequests omission of the above information. The
otherwiseprepare drugs needed to dispense a prescription ex tscriptionlabel shall not contain the brand or generic nafe

thatan agent of the pharmacist may procure, measure or count Big," 4. o or drug product other than that actually dispensed.
fabricateddosage formsf a pharmacist verifies accuracy of the™ g~ cr Register January 1983, No. 325, 612-1-83: RegisterAugust,

agent’saction. 1991,No. 428, eff 9-1-91; am. Registedanuary1996, No. 481, &f2-1-96.
(d) Make a final check on the accuracy and correctness of the o o
prescription.For all original and renewed prescriptions, the pre Phar 7.03  Prescription renewal limitations. A pre

scriptionorder record shaitlentify the pharmacist responsible forscription order for any drug other than controlledbstances,
the prescription. which bears renewaduthorization permitting the pharmacist to
(e) Give the patient or agent appropriate consultation relatifg®Wthe prescription as needed (PRN) by the patient, shall not
to the prescriptiorexcept that prescriptions may be delivered b§€renewed beyond one year from the date originaiéscribed.
anagent of the pharmacist to a patiemésidence if the delivery N0 prescription order containing either specific or PRN renewal
is accompanied by appropriadirections and an indication that@uthorizationis valid after the patient-physician relationshas
consultationis available by contacting the pharmacist. The coff€@sed- , o
sultationrequirement applie® original and renewal prescription g0, Cr- Register January1983, No. 325, €2-1-83; RegisterAugust,
ordersand, except when prescriptions are delivered to a patient '
residenceis not satisfied by only f#ring to provide consultation.  phar 7.04 Return or exchange of health items. (1) In
(em) Transfer the prescription to the patient or agent of tfikis section:
patient. . ~ (a) “Health item” means drugs, devices, hypodersyignges,
() Receive, when required by law and standard professiomaledlesor other objects for injecting a drug, medicines, or items
practice,permission to renew frorauthorized prescribers, andof personal hygiene.
noteon the prescription ordemedication profile record or uni  (p) “|Inpatient health care facility” means any hospital, nursing
formly maintained and readily retrievable document the followy,ome county home, county mental hospital, tuberculsaisitar

ing information: ium or similarfacility, but does not include community—based res
1. Date renewed. idential facilities, jails or prison facilities.
2. Name of practitioneauthorizing renewal, if diérent from (2) No health items after takérom a pharmacy where sold,
the original prescriber distributedor dispensed, may be returned, except for any of the
3. Quantity of drug dispensed. following:

4. |dentification ofthe pharmacist renewing the prescription. (a) From an inpatient health care faciliprovided they are in
(2) Subsection(1) (d) and(e) does not prohibit institutional their original containers and the pharmacist determines the con
pharmacist®r community pharmacists serving institutions fronientsare not adulterated or misbranded.
receivingprescription orders, dispensing and returning prescrip (b) Where the health itemsere dispensed in erfowere
tion medicationsconsistent with accepted inpatient institutionatlefective, adulterated, misbranded, dispensed beyond their
drug distribution systems. Sub. (1) applies to any institutionakpirationdate.
pharmacydispensing to outpatients, including prescriptions for (c) When in the professional judgment of the pharmacist sub
dischargedpatients. stantial harm could result to the puldica patient if they were to
(3) A pharmacist may supervise ho more than one pharmaeynainin the possession of the patient, patefamily or agent,
internand 2 non—pharmacists engaged¢ampounding and dis or other person.
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(3) Healthitems returnedo a pharmacy pursuant to sub. (2) (5) Pharmacie$fiaving access to a common central processing
(b) and(c), may not be sold, resold, or repackaged and soldwrit arenot limited in the transfer of original prescription order
resold, given away or otherwise distributed or dispensedinformationfor the purpose of renewal dispensing if prigitten
Returnedhealth itemsshall either be destroyed at the pharmacgpprovalis received from the board.

or delivered for destruction or other disposal by an authopeed Note: This procedure requires a variance from the federal drug enforcement
sonor entity administration(DEA) for controlled substances. Requests shall be filed with the

Administrator,Drug Enforcemenfdministration, Department of Justicea®ging-

(4) It is not a ‘return” for a patient or agent of a patient tgon, D.C. 20537.
delivera previously dispensed drug or device to a pharmacy for (6) A computerized system may be used for maintaining a
the purpose of repackaging and relabeling of that previously di®cord,as required under this section, of prescription dispensing
pensedirug or device, and subsequent return of the drug or deviued transfers of original prescription order information foe
for the same patierst’use. purpose®f renewal dispensing, if the system:

; Note: TheDl?EEAA dO'ef noi pegmit the return oftcontrolled substances to a pharmacy(a) Is Capabie of producing a printout of any prescrip’[ion data
rom a non registrant under any crcumstances. . which the user pharmacy is responsible for maintaining. The sys

History: Cr. RegisterJanuary1983, No. 3_25, €f2-1-83; am. RegisteAugust, t hall be desi d that th h . the print
1991, No. 428, f 9-1-91;r. and rect Register December1998, No. 516, & €mMshall beé designed so that the€ pharmacy can receive prin

1-1-99. out within 48 hours after requesting the printout.
o (b) Is equipped with an auxiliary procedure which, during-peri
Phar 7.05 Prescription records. (1) Arecord of allpre  ods of down-time, shall be used for documentation of prescription
scriptionsdispensed shall be maintained for a period of 5 yeatispensingThe auxiliary procedure shahsure that prescription

afterthe date of the last renewal. renewalsare authorized by the original prescription ortieat the
(2) All Systems used for maintaining a record of any prescri@aXImumnumber of presquptlon renewals has not been Qxceeded
tion dispensing shall include: andthat all of the appropriate data are retained for on-line entry

: : P as soon as the computer system is again available for use.
(@) Patiens identification. . History: Cr. RegisterJanuary1983, No. 325, &f2-1-83; cr(5), RegisterSep
(b) Name, strength and dosage form of the gmagluctdiss  tember,1987, No. 381, &f10-1-87.

pensed.
(c) Quantity dispensed. Phar 7.065 Answering machines in pharmacies.
; ; : Oral prescription orders may be received at a pharmacy via-a tele
(d) Date of all instances of dispensing. phoneanswering device and dispensed by the pharmacist if the

(e) Practitioness identification. voice of the physician or physiciamagent is known to thghar
(f) Pharmaciss identification. macist,and provided other requirements of reducing the prescrip
(9) Retrieval designation. tion order to writing, labeling and filing are met.

(3) (a) Except as provided in sub. (5), the transfer of original fsto": C* RegisterDecemberl998, No. 516, £11-1-99.

prescriptionorderinformation for the purpose of renewal dispens

ing is permissible between 2 pharmacies on a one-time basis pur_ 1" 7-:07  Medication profile record system. (1) An.
suantto the following requirements: individual medication profile record system shall be maintained

in all pharmacies for persons for whom prescriptions, original or
. - b X fenewal,are dispensed for outpatient use. The system shall be
cistsand the pharmacist making the transfer recordfottuwing  capableof permitting theretrieval of information. The system
information: o o neednot be limited to individual medication profile records.

a. The word “VOID" is written on the face of the invalidated (2) The following minimum information shall be retrievable:
prescriptionorder o (a) Patient name, or other identifying information.

b. The name and address of the pharmacy to which it is trans (b) Address of the patient
ferred, the name of the pharmacist receiving the prescription ) S .
order, the date andhe name of the pharmacist transferring the (€) Birth date of the patient if obtainable.
information are recorded athe reverse side of the invalidated (d) Name of the drug product dispensed.

prescriptionorder (e) Strength of the drug product dispensed.
(b) The pharmacist receiving the transferred prescription order(f) Dosage form of the drug product dispensed.
informationshall record in writing the following: (g) Quantity of the drug product dispensed.

1. The word “TRANSFER” on the face of the transfenpeel (h) Directions for use.

scriptionorder (i) Retrieval designation assigned to the prescription order

2. The dgtg of issuance of the original piescription OfS’?f () Date of allinstances of dispensing, for original and renewal
3. The originalhumber of renewals authorized on the origingdrescriptions.

prescriptionorder (k) Practitioner identification.

4. The date the prescription was dispensed originally Note: This subsection incorporates renewal dispensing information required by
5. The number of valid renewals remaining and the date of ffiderallaw (21 CFR 1306.22) and state law (s. 4545), Stats.). .
lastrenewal. (3) The pharmacist shall be responsible for attempting to

ascertairandrecord any patient allgies, adverse drug reactions,
'Elrug idiosyncrasies, and ammjronic conditions which mayfett
Sdrug therapy as communicatday the patient or agent of the

6. The pharmacg name, address, the original prescriptio
ordernumber from whichihe prescription order information wa

transferred. _ ' patient.If none, this should be indicated.
7. The name of the pharmacist making the transfer (4) At the time a prescription ordirreviewed by the pharma
(c) The original and transferred prescription order shall cist for dispensing, the pharmacist shall review the medication
maintainedor a period of 5 yearfsom the date of the last renewal.profile record of the patierfbr the previously dispensed medica
(4) A written copy of any prescription order for a prescribetion history and shall .determine whether the prescription order
drug providedby a pharmacist shall be identified in writing a®resentesshould be dispensed.
“COPY — FOR INFORMATION ONLY”. No prescribeddrug (5) Medicationprofile records, if used as the omlgcumenta
may be dispensed based on an information copy tion of renewaldispensing, shall be maintained for a period of not
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lessthan 5 years following the date of thast entryIf the profile (b) “Inpatient health care facility” measy hospital, nursing
recordsare not used as thlanly documentation of renewal dis home,countyhome, county mental hospital, or tuberculosis-sani
pensingthey shall be maintained for a period of not less thantdrium, but does not include community—based residential facili
yearfrom the date of the last entry ties.

History: Cr. Register January1989,No. 397, ef 2-1-89; renum. from Phar i i ona
7.08, Register August,1991, No. 428, €f9-1-91; am. (1), RegisteDecember (2) An automated dlspensmg system may be usedc

1998,No- 516, of 1-1-99. munity pharmacyas provided in this section.
o ] (3) An automated dispensing system may be used as provided
Phar 7.08 Prescription orders transmitted electron - in this sectiorby an institutional pharmacy serving an inpatient

ically. (1) Except as provided in s. 453.068 (1) (c) 4., Stats., andalthcare facility that has an established program of receiving
as otherwise prohibited by lawprescription orders may be prescriptionorders, and dispensing and returning prescription
acceptecand dispensed they have been transmitted electronimedicationsconsistent with accepted inpatient institutional drug
cally from a practitioner or his or her designated ageatphar distributionsystems. An automated dispensing system used by an
macy via computer modenor other similar electronic device. institutional pharmacy shall only be located in that institutional
Prescriptiororders transmitted by facsimile machine are not copharmacyor within the inpatient health care facility
sideredelectronic prescription orders; but ratheritten prescrip (4) Themanaging pharmacist of a community pharmacy or an

t'ON“ tordpers._ o orderfor schedule Il contralled subst b institutional pharmacy is responsible for all of the following:
ote: Prescription orderfor schedule Il controlled substances may not be-trans . . X .
mitted electronically except as engency orderssubject to the same requirements (a) Assuring that the automated dispensing systémgood

for oral emegency ordersor schedule Il controlled substances. See s. 961.38 (Wyorking order and accurately dispensesc¢beect strength, des
and (2), Stats., and s. Phar 8.09. o ageform, and quantity of the drug prescritest complying with

(2) A pharmacist may dispense a prescrippomsuant to a the recordkeeping and security safeguards pursuant to sub. (5).
prescriptionorder transmitted electronicalljf the pharmacist (b) Implementing an ongoing quality assurance program that
assureshe prescription order does all of the following: monitorsperformance of the automated dispensing systétich

(a) Was sent only to the pharmaef/the patient choice and is evidenced by written policies and procedures.
only at the option of the patient, with no intervening person or () providing the board with prior written notice of the installa
third party having access to the prescription order other thanggn or removal of an automated dispensing system. The notice
forwardit to the pharmacy providedshall include, but is not limited to the:

(b) Identifiesthe individual sendés name and telephone num 1 Name and address of the pharmacy
ber for oral confirmation, the time and date of transmission, and 2. Initial location of the automated dispensing system. The

the pharmacy |ntend¢id to receive the trans_mlssmn. .., automatedlispensing systemay thereafter be relocated within
(c) Is designated “electronically transmitted prescription”, qhe pharmacy or inpatient health cdeeility without providing

(d) Contains all other information that is required jorescrip 3. Identification of the managing pharmacist.
tion order

- . . (d) Assigning, discontinuing or changing personnel access to
(3) The prescribing practitiones electronic signature, or the system.

othersecure method of validation shall be provided with a pre &) assuring that access to the medications comply with state
scriptionorder electronicallyransmitted via computer modem or, . jtaderal laws
othirsi;mlar _elecltronlclz dfvm_&:.d i ved | . (f) Assuring that the automated dispensing system is stocked
_(4) Any visual or electronic document received in connectiofcratelyand in accordanasith established written policies and
with an electronically transmitted prescription order shall t}%
a

accessibleonly within the professional service area of the ph ocedures.
macyto protect patient confidentiality and assure security folls)sv?/i :g‘ p?gf/?;‘gggq dispensing system shall comply with the

(5) A pharmacist who receives a prescription order electroni ( . . .
; . . o a) A pharmacy shall maintain on-site the following documen
cally shall ensure the securitgtegrity and confidentiality of the tation relating to an automated dispensing system:

prescriptionorder and any information contained in the arder . .
maintainthe confidentiality of patient records, the electronic sy 1. Name and address of thearmacy or inpatient health care
tem shall have adequate security and system safeguards desiffy where the system is being used. _

to prevent and detect unauthorized access, modification, or 2. The system manufactutenamemodeland serial num
manipulationof patient records. Once the prescription has beB8r-

dispensedany alterations in prescription order drug data shall be 3. Description of how the system is used.
documentedncluding the identification of the pharmacist respon 4. Written quality assurance procedures to determine contin
sible for the alteration. uedappropriate use of the system.

(6) Accessto the electronic mail system for the receipt of pre 5. Except as required pursuant to. gy, written policies and
scription orderselectronically may only be acquired by use of @roceduresfor system operationsafety security accuracy
passwordor passwords, known only to individuals authorized taccessand malfunction.
accesghe system. (b) All written policies and procedures shall be maintained in

(7) A pharmacist may not use any electronic device to circunthe pharmacy responsible for the automated dispensing system.
vent his or herresponsibilities with regard to documenting, (¢) An automated dispensing system shall have adequate secu
authenticatingand verifying prescription orders orander to cif ity systems and proceduresjidenced by written policies and

cumveqtother pharmacy laws. proceduresto prevent unauthorized access to maintain patient
History: Ct. RegisterNovember1999, No. 527, éf12-1-99. confidentialityand to comply with federal and state laws.
Phar 7.09 Automated dispensing systems. (1) In (d) Records and data kept by the automated dispesigatem
this section: shallmeet the following requirements:

(a) “Automated dispensing system” means a mechanical sys 1 All events involving the contents tife automated dispens
temthat perform operations or activities, other than compounditif) Systems must be recorded electronically
or administration, relative to the storage, packaging, dispensing or 2. Records shall be maintained by the pharmacy and be avail
distribution of medications, and which collects, controls, anableto the board. Records shall include:
maintainsall transaction information. a. The time and location of the system accessed.
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b. Identification of the individual accessing the system. systemandaccounting for wasted medications in accordance with

c. Type of transaction. stateand federal law
d. Name strength dosage form and quantity ofdmg History: Cr. Register October, 2000, No. 538, eff.1+1-00.
accessed. Phar 7.10 Administration of drug products and

e. Name of the patient for whom the drug was ordered. devices other than vaccines. A pharmacist may administer
f. Such additional information abe managing pharmacist & drug product, as defined in s. 450.01)(IStats., or devicas
may deem necessary gng p definedin s. 450.01 (6), Stats., in the course of teaching a patient

(€) The stocking of all medications in the automated dispe self-administrationtechniques except a pharmacist may not

. : " ministerby injection a prescribedrug product or device unless

ing system shalbe accomplished by qualified personnel under or she satisfies each of the following:

lessthan the general supervisioha licensed pharmacist; except (1) The pharmacishas successfull C.Om ted 12 hours i a

that when an automated dispensing system is located within_a f pd d traini 3(; R X i

pharmacythe supervision must be direct. courseof study and training, approved te American counci
o . . on pharmaceuticatducation or the board, in injection techniques,

() A recordof medications stocked into an automated d'SPe”émergenC)procedures and record keeping.
ing system shall bmaintainedor 5 years and shall include identi )"t 0"Jharmacist has in fekct liability insurance against
fication of theperson stocking and pharmacist checking foraccH)SS, expense and liabilityesulting from errors, omissions or

racy. i o . neglectin the administration by injection pfescribed drug pred
(9) All containers of medications stored in the automated digctsor devices in an amount that is not less than $1,000,000 for
pensingsystem shall be packaged and labeled in accordance véfithoccurrence and $2,000,000 for all occurrences incaney

stateand federal law policy year The pharmacist shall maintain prdieét he or she sat
(h) All aspects of handling controlled substarstesll meet the isfiesthis requiremenand, upon request, shall provide copies of
requirement®f all state and federal law suchproof to the department or board.

(i) The automated dispensing system shall provide a mecha(3) The pharmacist has written procedures regarding the
nismfor securing and accounting foredications removed from administrationby injection of gprescribed drug product or device
andsubsequently returned to the automated dispensing systeniiihe course of teaching self-administration techniques to a

accordancevith state and federal law patient.

() The automated dispensing system shall provide a mecl@%%gzssﬂgéémmlster a vaccine a pharmacist must meet the requirements in s.

nism for securing and accounting for medication returned to thedistory: Cr. RegisterDecember1999, No. 528, &1-1-00.

Register Octobey 2000, No. 538


http://docs.legis.wisconsin.gov/document/register/544/b/toc
http://docs.legis.wisconsin.gov/code/admin_code

